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2. USJ one illumigene C. difficile Test Device fur each Positive Control and Negative 

Control raarjRnt tn be tested. 

0 iJIuwigene C. difficile Ex te rna l C o n t r o l s 

External Control Materials for use with 

illumigene C. difficile DNA Amplif ication Assay 

JVDj |REF| 279920 In v i t ro diagnost ic medical device 

INTENDED USE 

The illumigene C. difficile External Cuntrul Kit cuntains Positive and Negative Control 

Rearjents for LJER with the Illumigene C. difficile test kit. External controls are used as 

part ot a routiriu quality cuntrul program. 

SUMMARY AND EXPLANATION OF THE TEST 

Quality control testinc] is performRd to detRKt faKtors such as rRarjant deterinration. 

adverse environmental ur tust conditions, ur variance in opuratur performance that can 

cause test Rrrnrs. External cnntrnl rRarjants. such as illumigene C. difficile ExtRrnal 

Positive Cnntrol and Negative Control, are rRarjants that are not built into the test systRm. 

but are testad in thR sama manner as patient spRcimens. 

BIOLOGICAL PRINCIPLES 

Tu verity that illumigene C. difficile DNA Amplification tost kits aru performing curruutly; 

they should hR testRd with known positive and negative external cnntrnl rearjants 

periodic basis. The frequency with which a lahuratury performs external cuntruls will hu 

affected by: 

o n a 

The proficiency level of tha laboratory. 

The lahnratnry's own internal requirements, 

The requirements of the lahnratnry's accraditinrj arjancias. 

The number uf new and different operators performing the lest, 

Whether a new kit lut is buing added tu lusting. 

Whether the kit lot is from a different shipment, and 

Whether deviations from tha manufacturer's stated stnrarja or handling ennditions 

have occurred. 

5 . 

When unacceptable quality uontrol tust results arc obtainud, all lust rusults should be 

ennsidarad invalid. 

environment or operatnr parfnrmanca have chanrjad. 

QC test failures are an indicatinn that either raarjants. test 

REAGENTS/MATERIALS PROVIDED 

The maximum number of tests obtained from this test kit is listed on the outer box. 

1. illumigene Positive Control: Tris-buffurud solution containing non-infectious 

Plasmid DNA (5. aureus and C. difficile inserts) with azide (0.09%) as a 

preservative. 

2. Illumigene Negative Control : Tris-buffered solution containing non-infectious 

Plasmid DNA (5. aureus insert) with azide (0.09%) as a preservative. 

MATERIALS NOT PROVIDED 

1. Illumigene C. difficile DNA Amplification Tast Kit (Product Code 230050) 

2. Disposable latex gloves, powder fraa 

3. DNAse/RNAse fraa, aerosnl resistant pipette tips 

EQUIPMENT NOT PROVIDED 

1. Vortex Mixer 

2. Interval Timer 

3. Micropipatta capable nf dispensing 50 pL 

4. iilumlpro-10 

PRECAUTIONS 

All reagents ara fnr in vitro diagnostic use only. 

This is a quality cuntrul reagent and is used tu evaluate the performance ot the 

Illumigene C. difficile DNA Amplification Assay. It is nnt directly used to tast patient 

samples. 

Transpnrt and store thesa raagants at 2-8 C when not in use. Dn not free7R. 

DO NOT uxtract the Positive or Negative External Control samples. 

Do not eat, drink or smoke in aruas where specimens or kit ruagunts are handled. 

Wear disposable gloves while handling specimans and thoroughly wash hands 

afterwa rds. 

CDC/NIH manual "Biosafaty in Microbiology and Binmedical Labnratnries", 2007 

Quality Control Programs fur Moluuular Testing Laburaturies should bu employed. 

The illumigene C. difficile Test Device enntains lyophili7Rd raagants. Tha 

protective pouch should nnt ha open until raady tn perform tha assay. 

The illumigene C. difficile Test Device includes a latch feature that is dusignud to 

prevent contamination ot the test area with amplification product. Do NOT usu Tust 

Devices with brukun latches. 

Dispose uf used illumigene Tust Devices immediately aftur processing, leaving the 

device latch securely in place. Opanint] the device after amplification may result in 

contamination uf the tust area with amplification product. 

5 . 

9 . 

10. 

11. 

SHELF LIFE AND STORAGE 

The expiration date is indicated on the kit label Store the kit at 2-8 C, 

QUALITY CONTROL TEST PROCEDURE 

This test should be performed per applicable local, state, or federal regulations or 

accrediting agendos. 

Bring illumigene External Controls and all kit components to room temperature (21-

27 C) before testing. Incorrect results may be obtained if Control Materials are not 

brought to room temperature prior to use. 

ME-00040481 1 



6. II lotto del kit proviene da una dlffRrantR spedizione P. 

Transfer 50 pL uf Negative Control to an appropriately labeled illumigene Reaction 

Buffer tube. 

Vortex the Reaction Buffer Tube containing Negative Control fur approximately 10 

seconds. 

Transfur 50 pL of Positive Cuntrul tu an appropriately labeled illumigene Reaction 

Buffer tube. 

Vortex the Ruadlon Buffer Tube uoritainlrig Positive Cuntrul fur approximately 10 

seconds. 

Remove one illumigene C. difficile Tost Device from its protective pouch tur the 

Negative Control, Carefully npen thR device, holriinc] thR tubes such that the 

lyophilized reagent will nut f^ll out ufjun opening. Place device on a flat surfauu ur 

in a rauk. that uan accommodate the device. 

Usinc] a new pipRttR tip, t ransfer SO [jL f rom the RRaKtinn Buffer tube enntainina 

Negat ive C n n t r o l j o thR T E S T KhamhRr (White Bead) nf an appropriatRly latiRled 

illumigene Tust Device. Do nut insort air huhhlus. Using a new pipette tip, transtor 

50 pL from the reaction buffer tube containing Negative Cuntrul to the CONTROL 

K h a m h R r (Yellow BRari) nf thR illumigene device. Do not insert air bubbles, C I O E R 

the illumigene Tust Device and fasten thu latch securely. 

Remove ono illumigene C. difficile Tost Device from its protective pouch tur the 

Positive Control. Carefully ufjun the device, holding the tubus such that the 

lyophilized reagent will nut fall out ufjun opening. Place device on a flat surfauu ur 

in a rack that can accommodate the device, 

Usinc] a new pipRttR tip, transfer SO pL from the RaaKtinn Buffer tube cnntaininc] 

Positive Control tu the TEST chamber (White Buad) uf an apprupriatoly labeled 

illumigene TRst Device, Do nnt insert air bubbles, Usinc] a new pipRttR tip, transfer 

50 pL from the reaction huffur tube containing Positive Control to thu CONTROL 

chamber (Yellow Buad) uf thu illumigene device. Do not insert air bubbles. Closu 

thu illumigene Tust Device and fasten thu latch securely. 

Tap each device un thu bench tup to mix and remove huhhlus. 

InsRrt RaKh illumigene Tast Device into thR illumipro- w and initiate amplificatinn 

raactinn and datRctinn. Results will hR displayRd at the conclusion nf tha run. 

5 . 

6 

10. 

11. 

12. 

INTERPRETATION OF RESULTS 

ThR illumipro- W measures thR chanrja in absorbance nf the raactinn mixture at 6S0 + 20 

nm. Assay results are reported as Invalid. Positive, or Negative, 

Extarnal Positive Control raarjants should give a Positive Result, 

� Exturnal Negative Cuntrul reagents should give a Negative Rusult. 

� Invalid tust rusults indicate improper sample pruparation ur improper 

CONTROL Chamhar raactinn and must ha rapaatad. 

If the axpeotad control raactinns are not observed, rapeat tha control tests as tha first step 

in determining thu root uausu of thu failure. If uuntrul failures arc repeated please uontad 

Meridian's Tuuhniual Services Department at 1-800-343-3S5S (US) ur yuur luual 

distrihutur. 

LIMITATIONS OF THE PROCEDURE 

Thu Positive Cuntrul is manufactured in an aqueous solution matrix. Although specimen 

matrix interference has not been observed with this assay, the aquuuus matrix uf the 

onntrnls may not adequately onntrnl fnr spacimen matrix effects. If the user wishes tn 

supply controls in tha sampla matrix, tha user is rafarrad tn tha Clinical and Lahnratnry 

Standards Institute guideline EP14-A2, Evaluation of Matrix Effects: Approved Guidulinu 

- suuond edition, January 2005. 

ITALIANO 

0 iJJvwigcnc C. difficile External Controls 

Reagenti di controllo esterno da usare insieme al Test di 

Amplificazione di DNA illumigene C. difficile 

[m_ LREL 279920 Disposi t ivo medico-d iagnost ico in vi tro 

FINALITA' D'USO 

II Kit di uuntrullu esturnu illumigene C. difficile contiene reagenti pur il uontrollu positive e 

negativo da usare insieme al kit di analisi illumigene C. difficile. I reagenti di uontrollu 

esterno sono usati airinterno di un normale programme di uontrollu quality. 

SCMMARIC E SPIEGAZICNE DEL TEST 

II cnntrnlln di quallta sen/a a rilevare fattnri chR pnssnnn RSSRrR causa di arrori, quail il 

deterioramento del reagente, condizioni ambientali o di analisi avverse, uppuru variazioni 

nelle prusta^iuni dugli upuraturi. I reagenti di controllu esterno, quail i reagenti esterni per 

il controllo positivo u negativo illumigene C. difficile, nun sono inclusi all Interne dul 

sistama di analisi, tuttavia vengono analizzati enn la stRssR mndalita previste per i 

campioni del pazienti. 

PRINCIPI BIOLOGICI 

Al fine di veriflcare il enrrattn funzinnamento del kit par il Test di AmplificazinnR di DNA 

illumigene C. difficile, e necessario analizzarli periodicamente con reagenti noti di 

uuntrullu positivo u negativo usterni. La frequenza uun cui un lahoraturio esegua I'analisi 

del controlli esterni dipundura dai seguenti tattori: 

1. II livello di RsperiRnza del laboratorio. 

2. I requisrti di controllo interni al lahnratnrio. 

3. I requisiti dugli enti di accreditamento cui il lahuraturio fa riferimento, 

4. II numero del vari operatori incaricati di eseguire lu analisi, 

5. Un nuovn lotto del kit R stato aggiunto pRr le analisi. 

ME-00040482 
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Se si snnn veri f icate deviazioni cinlle istruzioni d i oonservazione e mnnipnlnz ione 

fnrnite dal prnriuttnrR. 

Qualora il oontrol lo di qualrta produca risultati inaooettabil i , tutti i risultati cielle analisi nnn 

devono essere considerat i validi. Fal l imenl i nelle anal ls l del control lo di qualita ind icano 

variazioni nei reagenti , ne l l 'ambienle d i analisi o nel l 'esecuzione del le analisi da f j a r t j 

de^l i operatori . 

Estrarrt: dalla Liusta di protezione un disposi t ive dl anallsl illumigcnc C. difficile per 

II cnntrnl lo positivo, AprlrR II disposit ive con nttenzlone. manRij i j Inndo IR provette In 

modo da evitare la d ispers ions de l reagente lioti l izzato dupu laper tura . Porrt; II 

d isposi l ivo su una sup j r f l t i l t ; plana o I r is j r i r lo in un por laprovette dl rnlsura 

adeguata, 

Ut i lbzanr in un nuovn puntale per pipette, t rasfer i re 50 pL dalla provetta enn II 

tampone dl reazione contenente II control lo posit ivo j d erogar lo nel la provetta T E S T 

(stem hlnnca) dl un disposit ivo dl anal is i lllumlgene adeguatamer i te et ichettato, 

Evitare dl InserlrR bel le d 'ar ia, Utl l lzznndo un nunvo puntale pRr pipette, t rasfer i re 

SO pL dal la provetta enn II tampone dl renzlnne contenente 11 onntrnl ln positive Rd 

Rrnparlo nella provetta C O N T R O L L O (sfRra gialla) del disposit ivo lllumlgene. 

Evitare dl Inserlre bel le d 'ar ia, Ch iudere 11 disposit ivo dl anallsl lllumlgono f lssando 

hnnn In l inguetta dl ohiusura, 

Plcchlettnre oiasoun disposit ivo sulla superf ic ie dl lavoro pRr mlscRlnrne II oontenuto 

R r imuovere eventual i bel le d'aria, 

Insnrlre o iascun disposit ivo dl anal is i illumicjerm ne l lapparecoh io lllumlpro-10 e 

dart: inizio alia reazione dl ampl i f icazione e r i levamento. I risultati saranno 

visual izzatl alia f ine dRl ciolo. 

10. 

R E A G E N T I / M A T E R I A L I F O R N I T I 

// numero massimo dl anatisl eseguibiti con qfuesfo kit e indicato sulla confezione 

esterna. 
Controllo posit ivo Illumigcnc su lu^ iu r i j tampone Tr is contenente DNA p lasmid ico 

nnn infettivo (con un InsRrtn di S. aureus e di C. difficile} con sodin nzidn (0.09%) 

c o m e conservante. 

Controllo negativo illumigcnc. so luz ione tampone Tris contenente DNA 

plasmidico nun infettivo (con un inserto di S. aureus) cun sudio azidt; (0.09%) c o m e 

consRrvn nte. 

11, 

12. 

M A T E R I A L ! N G N F O R N I T I 

Kit per Test di Ampl i f icazione di DNA illumigcnc C. difficile (Numero di ralalogo 

280050) 

Guant i di latt ice monouso sunza ta lco 

Puntal i per p i p d k ; privi di DNAse /RNAse e resistenti alia contaminaz ione da 

anrnsol 

I N T E R P R E T A Z I O N E D E I R I S U L T A T I 

L' inoubatore/ lettore lllumlpro-10 misura la var iazione di assorbanza del la miscRln di 

renzinnn a 650 - 20 nm. I risultati di nnnlisi vengono riportnti con le diciture: Non val ido, 

Posit ivo n Negat ivo, 

� I S P O S I T I V I N O N F O R N I T I 

1. Vortex 

2. T imer 

3. Micropipntta pRr in c]rndn di d ispensarn 50 pL 

4. illumipro-10 

� I reagenti di cunlrul lu posit ivo esterno devono produrru un r isul lalo posit ivo. 

� I reagenti di cunlrul lu negativo esterno devono produrrt; un r isultato negativo. 

I risultati nnn validi indienno una errata preparazione dnl campinnn Rrrata o 

una renzinne inadeguata a l l in te rno del la provetta C O N T R O L L O , pRrtantn le 

analisi dovranno essere ripetute. 

Su non si u l lunguno I risultati attesi con I Control l i , come pr ima opzione per identi f icare la 

causa del fa l l imento ripetere I test di control lo. St; il fa l l imento del test di control lo 

dovesse ripetersi. enntattarn il SRrv'izio di AssistRnza tecnica WlRridian (negl i USA 001-

300-343-3358) n 11 Distr ibutore Locale. 

P R E C A U Z I O N I 

Tutti 1 rnapRnti snnn esc lus ivamente per usn dinanost icn in vitro, 

Ouestn prndnttn e un rRncjentR pRr cnntrnl ln di qual i ta intnso per In valutazione del le 

prRstnzinni dnl Test di Amplif icnzinnR di DNA lllumlgono C. difficile. II prndntto nnn 

va usalo d i ret tamente pur anal izzare 1 campion i del pa^icnl i . 

Quando nnn vengono usati, trnspnrtarR e oonservare i rnapRnti a una temperatura 

comprnsn frn 2 e 3 C. Non cnnpelarn. 

NON estrarre 1 campioni del Cunlrul lo Esterno Posit ivo o Negat ivo.. 

Non mangiare, bere o fumare nel le arcc dove si manegg iano 1 campioni o 1 reagenti 

L I M I T A Z I O N I D E L L A P R O C E D U R A 

II cnntrnl ln posit ivo e prnparato in una matr icn aoquosa, Sebbene in questo dosn^a in nnn 

sin stntn nssnrv'ntn alcuna IntRrfRrnnzn del la matr ice dnl enmpinni. In matr ice acquosa dnl 

controll i pub nun csscrc in grado di control lare adeguatamente gli effetti matr ice dei 

campion i . Qualora I'utente desideri esegui re controll i sul la matr ice dei campioni , si prega 

di consul tare In linee guida EP14-A2 dnl Cl inicnl nnd Lahnratnry Standards Institute, 

"Evaluat ion nf Mntr ix Effects: Approved Guidel ine", seennda RdizinnR, cjennaio 2005. 

5. 

del kit. 

Indnssarn guant i monouso quando si manRppinno 1 enmpinni e in seguito lavais i IR 

mnni con cura, 

Manua le CDC/NIH "Biosafuly in MiuroLilulogy and Biomedical Laborator ies" (2007) 

Appl icaru 1 rupuisil i indicati nei Programmi di control lo di qualita pur 1 laboratori di 

riinc]nostica molncnlnre. 

II disposit ivo di analisi illumigcnc C. difficile cont iene reagenti liotilizzati. Nun apriru 

la busta di protezione f inchu non si e pronti ad esegui re I 'analisi. 

II d isposi t ivo di nnnlisi lllumlgono C. difficile include una l inguetta di ohiusura per 

evi tare chn I'area di annlisi venga contaminata con 11 prodotto di ampli f icazione. 

NON usare disposit ivi di nnnlisi enn l inguette dnnnnppinte. 

El iminarn 1 dispositivi di analisi lllumlgono subitn dopo f u s e , Insciandn ch iuse IR 

l inguette. L 'apertura dul d isposi t ivo dopu I 'ampli f icazione puu causare la 

contaminaz ione del l 'area di analisi cun 11 prodotto di ampl i f icazione. 

FRANCAIS 

(/) illvrnigcnc 10, 
C, difficile External Controls 

i i . Reactifs de controle externe a utiliser avec le test 

d'amplification de I'ADN illumigene C. difficile 

_REEJ S T A B I L I T A E C O N S E R V A Z I O N E 

La data di scadenza e indicata sul l 'et ichetta dul kit. Conservare 11 kit a una temperatura 

compresa fra 2 u S C. 

P R O C E D U R A D E T E S T D E L C O N T R O L L O Q U A L I T A 

// fes f va eseguito c o n f o r m em en fe ai requisiti stabiliti dai competenti enti locali, 

statali, nazionali o dagli enti di accreditamento. 

Primn di darn inizio al le analisi, portnre 1 controlli estnrni e tutti 1 enmpnnnnt i del kit 

illumigene a temperatura ambien te (21-27 C). Possono verif icarsi risultati incorretti 

so 1 reagenti di control lo non sono stall portati a temperatura ambiente pr ima 

del l 'uso. 

Usarn un disposit ivo di annlisi lllumlgene C. difficile per c inscun rnapRntn di 

control lo positive e negat ivo dn analizznre. 

Trnsferirn 50 pL di controlln negativo in una provetta con 11 tnmpnnn di renzione 

lllumlgene adeguatamente etiohettata, 

Agi taru con 11 vortex la provetta cun 11 tampone di reazione contenente 11 uontrullu 

negativo pnr circn 10 sncondi . 

Trnsferirn 50 pL di cnntrnl lo positivo in una provetta enn 11 tampone di rnazione 

lllumlgene adeguatamente etiohettata, 

Agi taru con 11 vortex la provetta cun 11 tampone di reazione cunturiuritu 11 uontrullu 

posit ivo pnr circn 10 sncondi . 

Estrarru dalla Liusta di protezione un disposi t ivo di analisi illumigene C. difficile pot 

11 control lo negativo. Apr i re 11 disposit ivo cun at tenzione, manegg iando lu provette in 

modo da evitare la dispursiunu dul ruapuntu liufil izzatu dupu l 'apertura. Pot to 11 

disposit ivo su una superf ic ie plana u inserir lo in un por laprovette di misura 

adeguata, 

Uti l izzandn un nuovn puntale pnr pipette, trnsfnrire 50 pL dalla provetta enn 11 

tampone di reazione cunturiuritu 11 control lo negativo ud uruparlo nel la provetta 

TEST (sfnra hinnca) di un disposit ivo di nnal is i Illumigene adeguatamente 

et ichettato, Evitare di inserirn bol le d 'ar ia, Uti l izznndo un nuovn puntale pnr pipette, 

trasferirn 50 pL dnlla provetta enn 11 tampone di rnazione eentHnnntn 11 contrnlln 

negativo od erogar lo nel la provetta C O N T R O L L O (sfera gialla) dol disposit ivo 

lllumlgene. Evitare di insnrlre bol le d 'ar ia, Chiudere 11 disposit ivo di annlisi 

illumigene f lssando bene la l inguetta di ch iusura. 

IVD 279920 D i spos i t i f m e d i c a l de d i a g n o s t i c in v i t r o 

B U T D E L A M E T H O D E 

La t rousse do cuntrulo externe illumigene C. difficile contient dos reactifs du contr f l le 

positif ut nugatit a uti l iser avec la truussu du tust illumigene C. difficile. Lus cuntrulos 

externes son! ut i l ises dans lu cadre du p rog ramme do rout ine du contr f l le du la qual i ty. 

R E S U M E E T E X P L I C A T I O N D U T E S T 

Les tests dn controln dn In qual i te sont etfectues pour deenler des facteurs tels qu'une 

deterieration des rnactifs, dns eendit ions adverses de I 'envirennement nu d u test, nu dns 

var iat ions du la per formance do Tupuratour qui peuvent uucasiunriut dus o t tou ts du tust. 

Los react i fs do cuntrulo uxturnus. tuls quo le contr f l le oxturnu positif et le uontrulo externe 

negatif illumigene C. difficile, sunt dus reactifs qui nu funt pas part ie du sys tumu du tust 

mais qui sont testes de la meme mnniere que les echant i l lons de patients. 

PRINCIPE DU TEST 

Puur verifier quu los t rousses do tost d 'ampl i f icat ion du I 'ADN illumigene C. difficile 

fonct ionnent nnrmnlement , e l les deivent etre testees avec des reactifs de centrole externe 

positif ut nugatit do tacun puriodiquu. La f requence a laquullu un lahoratoiru ef fectue los 

contr6 les uxturnus depend du plusiuurs taduurs : 

Le niveau de competence du Inborntoire, 

Les exigences internes prnpres nu laherateire, 

Les exigences des orqnn ismes d'nccreditat ion du lahnratnire, 

Lu nombre do nouveaux upuratours uu d 'operateurs dif furunts qui effectuent lu tost 

Lu tust d 'un nouveau lot do t roussu, 

L'uti l isation d'un Int de t rousse enveye sepnrement , 

La presence de deviat ions des condit ions de conservat ion ou de manipulat ion pnr 

rappurt aux instruct ions du fabricant, 

Lorsquu los resul tats d'un tost du contr f l le du la qualitu no sunt pas admissib les, tuus lus 

resul tats du test deivent etre censideres c e m m e nnn val ides, Les echecs des tests de 

C O indiquent que les reactifs, I 'envirennement du test ou la per fermnnce de I 'eperateur 

ont changu. 

6 

5. 
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M A T E R I E L F O U R N I 

Le nombre maximal de tests pouvant ctre realises a panir dc cc coffret esf Indiquc 

sur la boite. 

Controle positif illumicjerm tampon Tris cnntRnant riR I'ADN plnsmiriiciue non 

infeclieux {inserts dc S. aureus ct C. difficile) avec a^olurt; de sodium (0.09%) 

mmmR oonservateur, 

Controle negatif illumicjerm tampon Tris onntRnant de I'ADN plasmidique nnn 

infeotieux (insert de S aureus) avec azoture riR sodium (0.09%) onmme 

oonservateur. 

10. En utilisant un nnuvel embout de pipette, transferer 50 pL dR controle positif riu tube 

dR tampon de reaction vers le onmpartimRnt dn TEST (bille hlanoha) d'un dispositif 

dn test lllumlgene m a r q u e dn facon appropr iRR. Fa i re a t tent inn a ne pas in t rndui re 

d j bulles d'air. En utilisant un nouvel embout de pipette, transferer 50 pL de 

KontrolR positif du tube dR tampnn de raaotinn vers le mmpartimRnt de CONTROLE 

(bille jaune) du dispositif du test illumigene. Faitu attention a ne pas introduire de 

bu l les d'air. FRrmer IR d ispnsi t i f de test illumigene et h ien RnrjarjRr IR mRoan isme 

du verrouillage. 

Tapoter chaque dispnsitif sur la paillassR pour melancjer et eliminar les bulles, 

Insutut chaque dispusitif du test illumigene dans \'illumipro-10 et commencer la 

reaction d
:
aniplitiuatioti et de detection. Lus resultats s'afficheront a la tin du test. 

11, 

12. 

M A T E R I E L N O N F O U R N I 

1. TroussR dR test d'amplificatinn dR I'ADN /Hum/gene C. difficile (referencR 280050) 

2. Gants an latex jatahles, nnn poudres 

3. Embouts de pipnttRs sans desoxyribonuoleaseAibonuolease, resistant aux aRrnsnls 

I N T E R P R E T A T I O N D E S R E S U L T A T S 

L' illumipro-10 mesure lu changement d'absorbance du melange du reaction a 650 ± 20 

nm. LRS resultats du test snnt dnnnRs cnmmR nnn valide, pnsitif, ou negatif, 

� Les ruadifs de contr6le externe positif devraient donner un resultat positif. 

� Los ruadifs do contr6le externe negatif devraient donner un rusultat nugatif. 

Un test non valide indic]ije une preparatinn innorrecta de lechantillon ou une 

reaction innorrecta du nompartiment de CONTROLE, et doit RtrR rapRte. 

Si les reactions attendues ne sont pas observ^es, la prumiuru etape puur determiner la 

cause du I'^chec osf du repeter lus fusts do contrflle. Contacter le Service Technique do 

Meridian Binsdenca ou votre distributeur local pour assistance si las resultats da cnntrnle 

escomptRS ne snnt pas observes de faenn rapetee. 

E Q U I P E M E N T N O N F O U R N I 

1. Mulangout vortex 

2. Minuterie 
3. MicropipRttR pouvant distribuer 50 pL 
4. illumipm-10 

P R E C A U T I O N S D ' E M P L O I 

Tous las reactifs snnt pour usage in vitro uniquement, 

II s'agit du ruadifs do contr6le do la qualifu utilises puur ^valuer la performance du 

test d'amplification dR I'ADN illumigene C. difficile. Ces reactifs ne snnt pas utilises 

puur trailer directement los udianlillons du patients. 

Transpnrtar et consRrver ces reactifs entre 2 et B C lorsqu'ils ne sont pas utilises, 

Ne pas concjelRr. 

NE PAS uxtrairu los ruadifs do contr6le externe positif uf nugafit. 

No pas manger, boire uu fumer dans lus zones do manipulation dos echantillons ou 

trousses. 

L I M I T E S D U T E S T 

Le controlR positif est fabrique dans une matrice dR solution aqueuse, BiRn qu'aucune 

IntarfRrence dR la matrice du spRcimRn n'ait ete observee avec ce test, la matrica 

aqueuse dus contr6les puurrait ne pas contr6ler do tauun aduquafu los uffufs do la 

matrice du specimen. Si I'utilisateur desire ajuufur dus contrflles dans la matrice do 

ruufiantillun, il doif su rapporter aux directives du I'lnstifuf dus normes diniquus et do 

labnratnire (Clinical and Laboratory Standards Institute), EP14-A2, Evaluation das etfets 

de matricR: directives apprnuvees deuxieme edition, janvier 2005. 

5. 

Porter dns r jants je tab les lors dR la man ipu la t ion das Rchant i l lons et sa laver les 

mains soigneusement aprus la procedure. 

Manuul « Biosafety in Miurubiolugy and Biomedical Laboratories » (Biosecurite dans 

les laboratoiras biomRdicaux at de micrnbiolntjie) dns CRntres de cnntrnle et de 

prevention dRS maladias et dRS Instituts nationaux de la santR des Etats-Unis 
ESPANOI 

(CDC/NIH), 2007 

(J) illvrnigcnc Dos programmes do contr6le do la qualifu a I'usage dos laboratoirus do diagnosfiu 

moluuulaitu doivent dro utilises. 

Lu disposi t i f do fust illumigene C. difficile cont ien t dus r u a d i f s lyuphi l isus. 

pnehette de prntRctinn nn doit etre nuverte que juste avant d'etfectuer IR test, 

LR dispnsitif de test illumigene C. difficile comprend un mecanisme de verrouillage 

uonuu puur umpouhur la c o n t a m i n a t i o n du la z u n u do fust a v e c lu produi t do 

lampliflcation, NE PAS utiliser un dispositif si son mecanisma de verrouillage est 

Rndnmmar jR . 

Eliminnr IRS dispnsitifs de test illumigene immediatRment apres leur utilisation, an 

s'assutanl do biun laissur lu verrou en place. Si le dispusifif ufait ouvert aprus la 

procedure, la 7nne da test pourrart etre cnntaminRR avec le produit de 

lampliflcation. 

C. difficile External Contro ls La 

10, Sustancias de Control Externo para utilizar con la Prueba 

de amplificacion de DNA illumigene C, difficile 

JVDj REF 11, 
279920 D!5po5lt!vo medico para diacpostico in vitro 

USO INDICADO 

El equipo de Control Externo illumigene C. difficile contiene reactivos de Control Positive 

y Control Negative para usar con el equipo de pruebas illumigene C. difficile. Los 

controles externos se usan come parte de un programa establecido de control de calidad. 

R E S U M E N Y E X P L I C A C I O N DE L A P R U E B A 

Las pruebas dR control dR calidad sa hacan para detactar factnras tales enmo el dRtRrioro 

do lus reactivos, condiciones adversas ambientales o do la pruuba, u variacion en el 

desempefio dul upuradur quu puodu uausar uttutus un la prueba. Los reactivos do 

cnntrnl Rxterno, enmo RI Cnntrnl Posrtivo Externo y el Cnntrnl Negativo Externn de 

illumigene C. difficile, no forman parfu dul sisfurna do pruebas, puru so anali^an dul 

mismu mudu quu las muestras do lus pacientes. 

D U R E E D E C O N S E R V A T I O N ET S T O C K A G E 

La dafo du peremption du la trousse est indiquuo sur I'etiquette do celle-ci. Conserver la 
trousse entre 2 et S C. 

P R O C E D U R E D U T E S T DE C O N T R O L E DE O U A L I T E 

CR fRsf doit etre realise en fonction des Rxrgences des reglementations locales et / 

ou natlonales ou des dlrcctivcs des organismcs d'accreditation. 

Laisser lus contr6les externes uf tous lus composants do la trousse illumigene so 

rudiauttor a temperature ambiante (21 a 27 C) avant d'effectuer le fust. En uas do 

nun respect, un rusulfaf incorrect pout dro observe. 

Utilisur un dispusitif du fust illumigene C. difficile pout chaque ruadif du contr6le 

pnsitif et negatif a analysar. 

Tratisfutur 50 pL du contr6le nugafit dans un fubo du tampon du reaction 

illumigene marque da facon apprnpriee. 

Mulangot lu fubu du tampon du reaction contenant lu contrflle nugafit au vortex 

pandant 10 sncondes environ, 

Tratisfutur 50 pL du contrflle positif dans un fubu do tampon du readion illumigene 

marque do tauun apptoptiuu. 

Mulangot le fubu do tampon du readion contenant lu uunftulo pusifit au vortex 

pnndant 10 sncondes environ, 

Rolitut un dispusifif du test illumigene C. difficile do sa pochette do protedion pout 

le contrflle negatif. Duvrir lu dispusitif avec ptuuauliun, en tenant lus tubus du 

maniutu a nu pas laissur tomber los ruadifs lyophilises au moment du I'ouverture. 

Placer IR dispnsitif sur une surface planR nu un pnrtnir appropriR. 

En utilisant un nnuvel embout de pipette, transferer 50 pL de cnntrnle negatif du 

fubu do tampon du readion vers lu compartiment du TEST (billu blanche) d'un 

dispnsitif dR test illumigene marque dR facon apprnpriee. Faire attantion a na pas 

introduire do bullus d'air. En utilisant un nouvel embout do pipette, transferer 50 pL 

dR controlR necjatif du tuba de tampon de reactinn vers le enmpartiment de 

CONTROLE (billo jaunu) du dispusifif do tost illumigene. Fairu attention a nu pas 

introduire dR bulles d'air. FRrmnr IR dispositif de test illumigene Rt bien enc]ac]er la 

mecanisme du verrouillage. 

Retirer un dispusifif du tost illumigene C. difficile do sa pochette do protedion pout 

le controlR positif. Duvrir IR dispositif avec precaution, Rn tnnant les tubes de 

maniutu a nu pas laissur tomber los ruadifs lyophilises au moment du I'ouverture. 

Placer lu dispusitif sur uno surface planu uu un purfuir appropriu. 

P R I N C I P I O S B I O L O G I C O S 

Para verificar quo lus equipos do Pruuba do amplificacion do DNA illumigene C. difficile 

estRn funcinnando cnrrectamantR, deben prnbarse enn reactivos da contrnl positive y 

uuntrul negativo externo du manera puriodiua. La frecuencia uun la uual un laburafurio 

realize pruebas du control externo su vera afedada pot: 

El nivel dR compRtRncia dnl labnratnr io , 

Lns requ is i tos intRrnns de l m i s m n labnratnr io , 

Lus requisitos do las agendas autudiladotas dul laburafurio, 

El numero do operadores nuevos y distinfus quo realizan la pruuba, 

Si se ha anadidn un Inta nuevo dR equipo a las pruebas. 

Si RI IntR dRl equipo RS de un envio difRrente, y 

Si so produjeron desviaciones un las recomendaciones dol fabricante uun ruspudo 

a las condiciones du almacenamiento o manejo. 

Cuandn se obtienen resultados inacaptables Rn las pruebas de cnntrnl de calidad, tndns 

Ins resultados de la prueba deben considerarsa invalidos. Las fallas an las pruebas de 

Cnntrnl de Calidad (CC) son una indicacion de que hubn cambios ya sea an los reactivos, 

en las condiciones un quu so realizfl la pruuba, u en el dusompunu dol upurador. 

5. 

6 

R E A C T I V O S / M A T E R I A L E S P R O P O R C I O N A D O S 

El numcro maximo dc pruebas que se puc.dc. obtener con este equipo csfd indicado 

en el exterior de la caja. 

Control Positiuo de illumigene Snlucion tamponada can Tris que contianR DNA 

plasmidico nu infeccioso (con insurfus do S. aureus y C. difficile) con a^ida du sodiu 

(0,037!)) comn consnrvante. 

Control Negativo de illumigene: Solucinn tamponada can Tris que enntiene DNA 

plasmidicn no infeccinso (con insartn de S. aureus) con a^ida da sndio (0,09%) 

comn consnrvante. 
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12. IntroiJu^a raiJa Dispositive para la Pru j l s i illumigcnc dentro del illumipro-10 e 

inloie la rRaKclon de ampllfioacion y cletecKlnn. Los resultados sfi mostraran al 

conclulr la prujLia. 

I N T E R P R E T A C I O N D E R E S U L T A D O S 

El illumipro-10 mlde el ramLilu de absorbancia a 050 + 20 nm en la rn^tjla dt; reaccl6n. 

Los r jsul ladus de la prujLia so calHican como Invalido, Puslllvo o Negative, 

� Los reactlvos de Cunlrul Puslllvo Extorno deben iJar un resultado posltivo. 

Los reactlvos rifi Cnntrnl Negative ExtRrnn deben dar un resultado negativo, 

Los resultados invalidos dR la prueba Indlcan una preparacion inadecuada de 

la muestra u una ruatxlon inadecuada un la earnara du CONTROL y duLuri 

repetirse. 

SI Ins resultados nspemdos para RI cnntrnl no snn observados, replta la prueba de cnntrnl 

enmo primer paso para determlnar la causa da la falla. SI SR repltR la falla luego de 

repetir el eunltul contacte el Deparlamento de Servicios Tij[;riic;us de Meridian al 1-800-

343-3858 (USA) o su dislritjuidur local. 

M A T E R I A L E S N O P R O P O R C I O N A D O S 

Prueba de amplificacion de DNA illumigene C. difficile (numeru do ratalogo 

230050) 

Guantes de latex desechables sin talco 

Puntas pnra mlcrnplpetas non prntRnclon nontra aerosnles llhrns dR DNAasa y 

RNAasa 

EQUIPO NO PROPORCIONADOS 

1. Acjltadnr vortioial (Vortex) 

2. CronomRtrn dn intervales, 

3. Micropipeta con capa^ldad para dispensar 50 pL 

4. illumipro-10 

PRECAUCIONES 

Todos los reactives snn para uso dlarjnostlcn In vitro snlamantR. 

Esle os un reactivo do control do ralldad y so usa para evaluar el funcionamiento 

dn la Prueba de ampllflnaclnn de DNA Illumigene C. difficile. No se dabe utilizar 

dlrectamente para analizar muestras dR panlantRs. 

IranspnrtR y almacRnn estns reactlvos Rntrn 2 y S C ouando nn SR estRn usandn. 

No los congele. 

NO esdracte las muestras de Control Extorno Posltivo o Negativo. 

No enma nl haha nl fume Rn las araas en las que sa Rsten manajando muestras n 

reactlvos dal equipo. 

Use guanles desechables mientras maneje las muestras y lavese las manos 

cuidadosamente al terminar. 

Manual do segurldad biulogiua on laburalurlos microbiologicos y biom^dicos de los 

Centres para al control y prevencion de enfermadadas de Ins EE. UU. y da los 

Institutes Nacionales de Salud de los EE, UU,. 2007 (CDC/NIH manual "Biosafety in 

Mluroblulogy and Biomedical Laburalurlos", 2007). 

Deben emplearse los Programas de Cunlrul de Calldad para laboratories quo 

hacen pruebas moleculares. 

El Dispositive para la prueba illumigene C. ditticilc contiene reactivos liofilizados. 

La bulsa protectora nu dobe abrirse hasta que no este todu listo para realizar la 

prueba. 

10. El Dispositivo para la Prueba illumigene C. ditticilc contiene un sistema do ulerre 

dlsanadn para prevenir la contamlnaclon del araa de la prueba enn el prnductn de 

ampliticaulon. NO use Dlsposlllvus para la Pruoba uon cierres danadus. 

11. Inmediatamente despues dol procedimlento, deseche lus Dlsposlllvus para la 

Prueba illumicjene. y asegurese da que la pestana de clerre dal dispositivo asta en 

su sitio. La apertura dal dispositivo despues de la ampllflcaclnn puede causar 

contamlnaclon del araa da prueba con producto de amplificacion. 

LIMITACIONES DEL PROCEDIMIENTO 

El Cnntrnl Positive se fabrica en una matrl? de solucion acuosa. A pesar da que con asta 

pruoba nu so ha demostrado Inlerlerenula enlre la muestra y la matriz, la matriz acuusa 

do los controles puede no controlar adecuadamente los efectos de la matriz de la 

muestra, SI el usuario dasea prnpnrclnnar controlas en la matriz de la muestra, debe 

cnnsultar la Clinical and Laboratory Standards Institute guideline EP14-A2. Evaluation nf 

Matrix Effects: Approved Guideline - second edition, January 2005 (Directriz EP14-A2 do 

Estandares dln icos y do laburalorlu, Evaluaci6n de los efectos de matriz: directriz 

aprobada, segunda adlclon. enero de 2005) 
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DEUTSCH 

Q)i11vmigcnc 
C. difficile External Cont ro ls 

Externe Kontrollmaterialien zur Verwendung mit dem 

illumigene C. d;ffic//e-DNA-Amplifikationsassay 

I . ln-vitro-Diagnostll(Lim REL 279920 

VERWENDUNGSZWECK 

Per Extern kontroll-///umfgene C, diffic//e-TestKit enlhalt positive und negative 

Kontrollreagenzien zur Verwendung mit dem illumigene C. cfiffic/te-Testklt, Externe 

Knntrnllan slnd Tell alnes routinematJigen Qualitatssicherungsprogramms, 

ZUSAMM EN PASSU NG UND ERLAUTERUNG DES TESTS 

Qualitatskontrolltests werden durchgefuhrt, um pntan^lall zu Testfahlern fijhrande 

Falctoren. wie Reagenzienzerfall, abtrarjlicha Umgebungs- oder Testbedingungen ndar 

auch wechselnde Benutzerleistung zu identifizieren. Exlerne Kontrollreagenzien, wie die 

externe positive und die negative illumicjene C. dffflcfle-Kontrolle, slnd Raarjanzlen. die 

nlcht Im Tastsystem Inteqrlart slnd. sondern In dar rjlelchan Walse wie Patlantanprnhan 

analyslart werden. 

VIDA UTIL Y ALMACENAMIENTO 

La facha da caducidad asta Indlcada an la etiqueta dal equipo, Almacana el kit antra 2-8 

PROCEDIMIENTO DE LA PRUEBA DEL CONTROL DE CALIDAD 

Esta ensayo debe scr rcalizado siguiendo las rcgulacioncs de acrcditacion locales, 

estatales o federates. 

1. Permlta qua Ins Cnntrnles Externos illumigene y tndns los enmponentes del equipo 

alcancen la temperatura ambiente (21-27 C) anles do realizar la prueba. 

Rosultados incorrectos pueden ser ublenldos si el Malerlal de Control nu alcanza 

temperature ambiente (21-27 C) antas da raallzar la prueba. 

2. Utilice un Dispositivo para la Pruoba illumigene C, ditticilc pur cada reactivo do 

Control Posltivo y Conlrul Negativo que vaya a analizarse. 

3. Transtiera 50 pL do Cunlrul Negativo a un tubu con Tampun de Reacci6n do 

illumigene adecuadamente marcado. 

4. Mazcla en un aqltadnr vortioial durante unos 10 segundos el tube con Tampnn de 

Reacci6n que contiene el Cunlrul Negativo. 

5. Transtiera 50 pL de Cunlrul Posltivo a un tubu adecuadamente marcado con 

Tampon do Reaccion do illumigene. 

6. Mazcla en un aqltadnr vortioial durante unos 10 segundos el tube con Tampnn de 

Reacci6n que contiene el Cunlrul Puslllvo. 

7. Saque un Dispositive para la Prueba Illumigene C. difficile de la bnlsa prntactora en 

que viene para el Conlrul Negativo. Abra cuidadosamente el dispositivo de lal 

manera qua el reactlvn liofillzado nn sa calqa al abrlrln. Coloque el dispositiyo an 

una superfiole plana o en una qradllla que pueda acemndarle. 

8. Usandu una punta do pipeta nueva, transtiera 50 pL dol tubo do Tampon do 

Reacci6n que contiene el Cunlrul Negativo a la camara de TEST (perla blanca) do 

un Dispositivo do Prueba illumigene adecuadamente marcado. Nu introduzca 

burbujas, Usandn una punta da pipeta nueva, transtiera 50 pL dal tubo de tampon 

de reaccion quo contiene el Control Negativo a la camara de CONTROL (perla 

amarilla) dal dispositiyo para la Prueba illumigene Nn introduzca burbujas, Clarra 

el Dispositivo para la Pruoba illumigene y ajuste el clerre de modo que quede 

seguro. 

9. Saque un Dispositive para la Prueba Illumigene C. difficile de la bnlsa prntactora en 

que viene para el Cunlrul Positivo. Abra cuidadosamente el dispositivo do lal 

manera que el reactivo liofilizado nu se calga al abrlrlu. Coluque el dispositivo en 

una superfiole plana o en una qradllla que pueda acemndarle. 

10. Usandn una punta da pipeta nueya, transtiera 50 pL dal Tampon de Raacclen que 

contiene el Cunlrul Positivo a la camara do TEST (perla blanca) do un Dispositivo 

da Prueba Illumigene adecuadamente marcado. Nn Introduzca burbujas, Usande 

una punta da pipeta nueya, transtiera 50 pL dal tubo de tampnn da raacclnn que 

centlana al Cnntrnl Positivo a la camara da CONTROL (parla amarilla) del 

dispositivo para la Prueba Illumigene. Nn introduzca burbujas. Clerra el 

Dispositive para la Prueba illumigene y ajuste el clarra da modo que quede seguro, 

11. De qnlpecltos liqeros snbra el mesnn enn cada dispositive con al nbjeto de mazclar 

y allmlnar las burbujas. 

TESTPRINZIP 

Um zu bestatigen, dass dlo illumigene C. d/fffcfle-DNA-Amplifikations-Testkits 

einwandfrei funktionieren, slnd dlesa reqelmaUlq mit bekannten positiven und negativen 

externen KnntrnllrRaqanziRn zu testen, Dla Haufigkeit dar Analyse extarner Knntrnllan Im 

Labor 1st abhangig von folgenden Faktoren: 

Dem professionellen Leistungsniveau des Laburs, 

Den lahnrlnternen Autlaqan, 

Den Autlaqan dar betrettendan Laborzulassunqsbehorden, 

Dot Anzahl der neuen und verschiedenen Benutzer, dlo den Tosl durchfUhren, 

Ob dot Testanordnung eine neuo Kit-Charge hinzugefUgt wird, 

Ob dla Klt-Charqe aus alner anderen Lleferunq stammt, 

Ob die HerstallRranqahan bezuglich Laqarunqs- oder Handhabunqshadlnqunqan 

eingehalten wurden. 

Bel inakzeptablen Qualitatskontrolltestergebnissen slnd samlllche Testergebnisse als 

ungultig zu erachtan. Fehlqaschlaqene QK-Tasts slnd eln Anzelchen flit veranderte 

Raaqanzlan, Testumgebungsbedingungen ndar Benutzerleistung, 

5. 

REAGENZIEN/ENTHALTENE MATERIALIEN 

Die Hbchstzahl der mit diesem Testkit durchfuhrbaren Tests ist auf der Aussenseite 

der Packung angegeben. 

Posit ive ///um/gefie-Kontrolle: Tris-gepufferle Lusunq, dlo nicht infektifise 

Plasmld-DNA (S. aureus- und C. dimclle-lnsertsj mit Azld als Konservierungsmittel 

enlhalt (0, 09%). 

Negative ///um/gene-Kontrolle: Tris-gepufferte Lusung, dlo nicht infektifise 

Plasmld-DNA (S. aureus-lnsertj mit Azld als Konservierungsmittel enlhalt (0,09%). 

BENOTIGTE, ABER NICHT ENTHALTENE MATERIALIEN 

1. illumigene C. d/fficite-DNA-Amplltlkatlons-Testklt (Bestell-Nr. 280050) 

2. Einmal-Handschuhe aus Latax, puderfrei 

3. DNAse/RNAse-frele, aerosnlreElEtantR Plpattanspltzan 

NICHT IM LIEPERUMPANG ENTHALTENE GERATSCHAPTEN 

1. Vetlexmlscher 

2. Intervallzeitgeber 

3. Mlktuplpelle mit AbgabekapazitSt von 50 pL 
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4. illumipro-10 
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EINSCHRANKUNGEN VORSICHTSMASSN AHMEN 

SnmtliKhe RRaf3Rn7ien sincl nijEsc;hliRRIif;h fur ciifi In-vitro-Diagnostik hRstimmt. 

D i j s ist j i n Qualitatskuntrullrjagjri i:, iJas ^ur Beurteilung iJjr Leistung des 

lllumlgene C. cfffWc/fe-DNA-Amplifikations-Assay dient, Es dient nicht unmittelbar 

Die positive KnntrnllR wird in RinRr wassrigen Losunrjsmatrix hergestellt, 

diesem Assay keine Stoning durch die Probenmatrix beobachtet wurde, kann es sein, 

class die wassrige Matrix der Kontroilen Probenmatrixeflekte nicbt adaquat kompensierl. 

Falls tier Benutzer rier Probenmatrix KnntrnllRn hin7ijfilc]en moohte, wird er auf die 

folrjRnriR Richtlinie I J R S US-ameriknnischRn Normenaussohusses Clinical and Lahnratnry 

Standards Institute hingewiesen: EP14-A2, Evaluation of Matrix Effects: Approved 

Guideline - 2. Ausgabe, Januar 2005. 

Obwohl bei 

fur rias TRSten von PatientRnprnhRn. 

DiRse Rea^en^iRn his zum Gebrauoh hai 2 B C transpnrtieren unci lagem, Nicht 

einfrieren. 

Dio externen positiven und negativen Kontroilen NICHT extra Moron. 

In BereiKhen. in rlnnRn Proben nrlRr Kit-RssaaRn7issn gehandhabt werden, darf nicht 

aR^RSERn, getrunken nrlRr fjRraLjcht werden, 

Bei dor Handhabung von Proben stots Einmal-Handschuhe tragen und danach die 

Hande grtlndlich waschen. 

CDC/NIH-Handbuoh ..BiosafRty in Micrnhiolnrjy and Biomadical LaboratoriRS,:. 2007 

Es sollten QualitatEEiKherijncisprnrjramme fur Labors RinrjRsetzt werden, din 

MnlekijIartRsts durohfuhren. 

Das /Hum/gene C. dffflcfle-Testgerat enthalt lyophilisiRrtR RRaf3Rn7ien. 

Schutzbeutel sollto erst unmittelbar vor dor DurchfUhrung dos Assays gefiffnet 

werden. 

Das H/umfgene C. cfiWc/Je-TestgerSt besitzt eine Verschlusslasche, dio vor 

Kontaminierung des Testbereichs durch das Amplifikationsprodukt schiitzen soil. 

KEINE Testgerate mit defekten Verschlusslaschen verwenden. 

Gebrauchte ///umfgene-Testgerate unmittelbar nach dor Verarbeitung entsorgen 

und diss VRrschlLJEslaschRn dahai fest rjRschlosERn hRlassssn. Falls das Gerat nach 

dor Amplifikation gooffnot wird, konnto dor Testbereich mit Amplifikationsprodukt 

kontaminiert werden. 
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HALTBARKEIT UND LAGERUNG 

� a s Verfallsdatum ist auf dem Kit-Etikett an^e^ehan. Dnn Test hni 2 S C lac]ern. Meridian Bioscience Europe 
Via deli' Industria, 7 

20020 Villa Cwt̂ >e (Ml) QUALITATSKONTROLL-TESTDURCHFLiHRUNG EC R E P 
fil y Den Test gcmatl der cinschlagigcn lokalcn, bcmdcsstaatlichcn Oder nariona/cn bzw. 

zulassungsbchordlichen Auflagen durchfuhren. 

1. Din RxtRrnR n ittumigene-Kontrollen sowie a He Kit-Knmponenten vor dem Testnn auf 

Zimmertemperatur bringen (21-27 C). Wordon dio Kontrollmaterialien vor dem 

Einsat? niKht auf Zimmertemperatur gebracht, kann dias zu inkorrektan Errjahnissan 

fijhran. 

2. Fijr jedes 711 tastende positive und negative Kontrollreaaen? ein lllumlgene C. 

dffflctffe-Testgerat verwenden, 

3. SO [JL der negativen Kontrnlla in ein antspreohand aekennzaiohnatRS Mumlgono-

Reaktionspufferrohrohen transfarieren. 

4. Das Reaktionspufferrohrohen mit der negativen Knntrnlla etwa 10 Sekunden lang 

mit dorn Vortexmischer mischen. 

5. SO [.JL der positiven Kontrolle in ain entspraKhend ^ekannzeiKhnetes Mumlgone-

Reaktionspufferrohrohen transfarieren. 

6. Das Reaktionspufferrohrohen mit der positiven Kontrolle etwa 10 Sekunden lane] mit 

dorn Vortoxrnisohor mischen. 

7. Fijr dia negative Kontrolle ain lllumlgene C. dffflcfle-Testgerat aus dam 

Schutzbeutel nahmen. Das Garat snrrjfaltig ciffnen und dia Rohrohan so halten. 

dass das lynphilisierta Rea^en? nach dam Offnan nioht herausfallt. Das Garat auf 

einer ebenen Flache odor in einem geeigneten Gestell platzieren. 

8. Mit Hilfo einer nouon Pipettenspitze 50 pL des Reaktionspufferrflhrchens mit dor 

negativen Kontrolle in dio TEST-Kammor (weilie Kugel) oinos entsprechend 

gekennzeichneten ///umfgene-Testgerats transferieren. 

einbringen, Mit Hilfa einar neuen Pipattenspitze SO pL das 

Reaktionspufferrfihrchens mit dor negativen Kontrolle in dio KONTROLL-Kammer 

(gelbe Kugel) des (//um/tjene-Gemts transferiaran. Keina Luftblasen einbringen. 

Das ///um/gcfie-Tostgorat schlielien und dio Verschlusslasche gut fixieren. 

9. Fur dio positive Kontrolle oin illumigcnc C. diffic/Ve-Testgerat aus dorn Schutzbeutel 

nehmen. Das Gorat surgfaltig fiffnen und dio Rflhrchen so halten, dass das 

lyophilisierte Reagenz nach dorn Offnen nioht herausfallt. Das Gorat auf oinor 

ahanan Flacha nder in ainem rjaaifineten Gestell platzieren. 

10. Mit Hilfa einar neuen Pipattanspitze SO pL des Raaktinnspufferrohrchans mit der 

positiven Kontrolle in dio TEST-Kammor (weilie Kugel) oinos entsprechend 

rjakannzeiKhnetan (//um/tjerpe-Tastaerats transferiaran. 

einbringen. Mil Hilfo einer neuen Pipettenspitze 50 pL dos 

Reaktionspufferrohrohens mit der positiven Knntrnlla in dia KONTROLL-Kammer 

(gelbe Kugol) dos ///um/gefie-Gorats transferieren. Keine Luftblasen einbringen. 

Das (//um/tjene-Testrjarat schlieden und dia Verschlusslasche gut fixieren. 

11. Jedes Gorat auf dio Arbeitsflache klupfon, um den In halt mischen und Luftblasen 

zu antfernen. 

12. Jedes ///um/gefie-Tostgorat in den illumipro-10 geben und dio 

Amplifikationsreaktion und don Nachweis einleiten. Die Ergebnisse werden nach 

dorn Abschluss dos Laufs angezeigt. 

Meridian Bioscience Europe b,v. 
Halderheiweg 6 
5282 SN Ba^td 
The Netherlands 

Tel,: +31 (411)1521166 
Fax: +31 (411)624841 

e-mail mAridian.info@planaLnl 

Tel - +39 0331 433636 
Fax +39 0331 433616 

a-tnail: iiifo@nideur.com 
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Extarne positive Kontrnllraarjan7ien sollten ain positives Ergehnis arhringen. 
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wiederbolt werden, 

Wann dia erwarteten Raaktionen fijr dia Knntrnllan niKht hanhaKhtet werden, zur 

Ermittlung dor Ursache dos Versagens als Erstos dio Kontrolltests wiederholen. Lasson 

sich auch bei wiederholten Tosts dio erwarteten Reaktionen nioht erzielen, bitte rufen Sio 

den TaKhnisKhen Support von Meridian BiosdanKe an (USA): (001) 800-343-3353 oder 
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hours nf BAM and 6PM. USA Eastarn Standard Tima. Tn placa an nrdar, call Customer 

Service Departmant at 300-543-1930. 
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1.1 Introduction 

Toxigenic Clostridium difficile is a major cause of antibiotic associated diarrhea and colitis and is the causative 

agent for virtually all cases of pseudomembranous colitis. Although about 2% of normal healthy adults are 

colonized with C. difficile, many patients acquire this organism through nosocomial infection. Exposure to most 

antibiotics is thought to allow proliferation of toxigenic C. difficile by disrupting the normal intestinal flora. Two 

large toxin proteins (TcdA [or toxin A] and TcdB [toxin B]) are thought to be the primary virulence factors of C. 

difficile. These toxins are encoded by two separate genes, named tcdA and tcdB, respectively. Together, with 

three additional genes, they form a 19.6kb pathogenicity locus called PaLoc. 

The illumigene™ C. difficile assay utilizes loop-mediated isothermal amplification (LAMP) technology to detect the 

pathogenicity locus (PaLoc) of toxigenic Clostridium difficile. The Clostridium difficile PaLoc is a gene segment 

present in all known toxigenic C. difficile strains. The C. difficile PaLoc codes for both the Toxin A gene (tcdA) and 

the Toxin B gene (tcdB), has conserved border regions, and is found at the same site on the C. difficile genome for 

all toxigenic strains. The illumigene™ C. difficile assay detects the PaLoc by targeting a partial DNA fragment on the 

Toxin A gene. The tcdA target region was selected as tcdA is more conserved, while tcdB is more variant. 

2.1 illumigene™ Technology 

The illumigene™ C. difficile DNA amplification assay is based on loop-mediated amplification technology, which 

uses specifically designed primers to the PaLoc pathogenicity locus to provide for specific and continuous 

isothermal DNA amplification. A by-product of this amplification is the formation of magnesium pyrophosphate, 

which forms a white precipitate leading to a turbid reaction solution. This presence of turbidity signifies a positive 

reaction while the absence of turbidity represents a negative reaction. The illumigene™ C. difficile assay contains 

primers that specifically amplify a 204 bp region of the conserved 5' sequence of the tcdA gene within the PaLoc of 

toxigenic C. difficile in diarrheal stool samples from patients suspected of having CDAD. The results of the assay are 

determined using the Meridian ///um/pro-JO™ Incubator / Reader. 

illumigene™ C. difficile is intended for prescription use in moderately complex laboratory settings. The device is 

not intended for point-of-care use 

3.1 Ulumipro-lO™ Instrumentation 

The illumipro-10™ is a menu driven laboratory instrument with two independent sample processing blocks, 

identified as Block A and Block B. The blocks can be run at the same time or separately. This makes the illumipro-

10 have flexibility when needed. Sample heating and optical detection is carried out for up to five two-chambered 

illumigene™ devices per Block. Each two-chambered illumigene™ device contains a Sample Chamber and a 

Control Chamber. Amplification of target DNA occurs during the heat cycle and results in the formation of 

precipitate detected by the illumipro-10'
v
 optics system. The precipitate generated by the presence of amplified 

target DNA leads to a turbid Sample/Control reaction solution which is then measured by absorbance. The 

illumipro-10™ uses the change in turbidity of each Sample/Control reaction solution to report assay results as 

INVALID, POSITIVE, or NEGATIVE. 
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3.2 INSTALLATION AND SET-UP OF iIlumipro-10™ 

Placement and Inspection 

Ulumipro-10™ Package Contents: 

a. iUiimipro-10™ instrument 

b. Power Supply and Power Cord 

c. Verification Standards 

d User Manual B i nd er 

e. USB data cablc (optional) 

f. External keyboard (optional) 

External Thermal Printer Package 

Contents: 

a. Printer 

b. Printer Cable 

c. Printer Power Adaptor and Cord 

d. Thermal Roll Paper 

1. Place the instrument on a flat level surface, away from direct sun or bright lights. 

2. Clean the area thoroughly with 0.525% Bleach solution. Bleach-rite, or equivalent. 

3. Wipe down with 70% alcohol to clean and remove bleach. 

4. Check the condition of the outer/inner packaging. Note any damage to Meridian's 

Technical Support at 1-800-343-3859. 

Connections 
1. Connect the power supply cable provided with the /llumipvo-10™ packaging to the unit. The 

power supply connection is located at the back of the instalment. 

2. Connect the power supply cable to the power supply box. 

3. Connect the external printer to the illumipro-10™ using the cabling supplied in the printer 

packaging. The printer connection is located at the back of the instrument identified by-. 

4. Connect the power supply cable provided with the printer packaging to the printer. 

5. Connect the printer power supply cable to the power supply box. 

6. Turn on /I/nmipro-10™ and printer. 

7. Optional - External Keyboard - connect the external keyboard to the unit using the supplied 

cabling. The External Keyboard connection is located at the back of the instrument. The 

Keyboard must be plugged in while the i//iimlpro-\0™ is powered-oiT 
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3.3 INITIAL SET-UP OF illumipro-10™ 

Setting and Formatting the Date and Time 

I. From the Main Menu Scrccn Press#5 for "System". 

2 Press #1 for '"Set Time'' on the Time & Date menu screen. 

3. The "Set T ime" screen w i l l appear, use the keypad to enter the t ime in 24 hour format. 

4. Press F.nter^J (The instrument w i l l automatically go back to the Time & Dale Menu) 

5. Press #2 for "Time Format". 

6 Press#l for am/pm or Press#2 for 24 hour format. (Instrument w i l l automatically go back to 

the Time & Dale Menu) 

7, Press #3 to sel the date. 

8 Using the keypad, enter the day, month and year 

9. Press Enter (Instalment w i l l go back to the "l ime and Date Menu Screen) 

10. Press #4 for "Date Format". 

I I . Press the # number o f the desired format f rom the "Date Format" menu 

12. Press H n t e r . ^ 

Set the Language 
1. From the Main Menu screen Press #5 for '"System" 

2. Press #4 for '"Select Language" from the "System" menu screen 

a) Press#! - English 

b) Press#2 - Spanish 

c) Press#3 - French 

d) Press#4 - Italian 

e) Press#5 - Deutsch 

3. Press Enter 4 J 

Enable/Disable Printer 
When the printer is enabled, the batch record results w ill print when the batch number is selected from the 

View Results Screen. The assay parameters print w hen the assay is selected from the View Assay Screen. 

When the printer is disabled, the batch record results print when the "0
T;

 button is pressed. 

I. From the Main Menu Press # 5 lor "System" 

2 Press #2 for '"Printer" From the System menu screen 

3. Press #1 to Enable or Press#2 to Disable 

Enable/Disable Barcode Scanner 

1. From the Main Menu Press # 5 lor "System" 

2. Press #3 for "Barcode Scanner" from the System menu screen 

From the Barcode Scanner screen Press #1 to Enable or Press#2 to Disable 

6 

ME-00040697 



CO Hlvmiqene 
"� ^ Molecular Simplified 

TM 

3.4 OPTICAL VERIFICATION FOR illumipro 10 TM 

� Performance verifications must be performed as part of installation and prior to USL; Upon 

installation, tlic reader will heat to 63
0
C and display !!! and read warning, instrument requires 

attention. This indicates the verification standards must be run 

� After initial installation Verification should then be performed on a monthly basis. 

Caution should be taken in removing die standards for they will be warm to the touch when complete. 

Verification of the Optics 

1. From the Main Menu Press#4 (or "'Service". 

2. From the "Service" scrccn Press#! for ''Verification". 

3. From the "'Verification" scrccn Press#! for Block A or #2 for Block B. 

4. Press Down and Lift Lid. 

5. Remove all Sample Tubes if needed. 

6. Press Enter 4 J 

7. Close Lid. 

8. Empty Well Test Verification is performed (machine will click once complete). 

9. Insert Red Verification Standards with serial number to the front. 

10. Press Enter 4 J 

11. Close Lid. 

12. R e d Verification LesL performed. 

13. Remove Standards (caution standards may be warm to the touch) 

14. Press Enter 4 J (Results will printout automatically). 

15. Record results on Verification Log. 

*If Verification Fails- Remove Standards and proceed to cleaning procedures 

System Self Check 
When the reader is turned on. the illumipro-10™ perfonns a system self"check. displa\ ing the Main 

Menu Screen until complete. Should die instrument fail to pass die self lesl a beep will sound, and an 

error code will displa\. Customer is able to print these results for record keeping. 

1. From the Main Menu Scrccn Press#4 '"Service". 

2 From the Service Screen Pi ess#3 for "Print System Check". 

3. System Sell Check will pr in t . 

7 

ME-00040698 



C D illvmicrene 
Molecular Simplified 

TM 

3.5 Entering Patient ID, Printing and Deleting Results 

Editing Patient ID When a Run is in Progress 

When a test run is initialed, Edit Sample ID will be viewed on the screen. Patient results may be 

entered at that time Alternately, the user may edit the sample ID several minutes after the run is 

in progress. 

1. Press#! for Block A or Press#2 for Block B, 

2. The screen will read TEST IN PROGRF.SS. 

3. Press #1 to edit sample IDs 

4 At the next screen choose the number of the sample you want to edit. 

5. Enter the sample ID using the keypad, keyboard or barcode scanner. 

6, Press enter 4 J 

7 Repeat steps 3-5 for each specimen ID to be edited 

Reviewing and Printing Results 

1, From the Main menu screen, Press #3 for "Results". 

2, Press #1 - for "View results". 

3 Selcct the number of the run that you want to print or scroll the cursor to the run and press 

enter 

4, Selected results will automatically print. 

Deleting Results 

1, From the Main Menu Screen Press #3 for "Results". 

2 From the Stored Results Menu Press #2 for "'Delete All" 

3 From the Delete All Menu select Canccl or Delete. 
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3.6 Maintenance & Cleaning of iUumipro-10™ 

Materials Needed for Cleaning procedures: 

� Cleaning Material 

^ 10% Bleach 

S Alcohol 

S Disposable lint free cloth (kimwipes) 

S Foam swabs (Decontamination cleaning only) 

� Training Manual 

Daily QC Log (Appendix A) 

Preparation of Bleach Cleaning Solution (Optional) 
1. Using a graduated cylinder, measure 225ml. of deionized (Dl) water, 

2. Add DI water to squirt or spray bottle. 

3. Using a graduated cylinder, measure 25mL of Common Household Bleach. 

4. Add to the DI water in squirt or spray boltle. 

5. Mix well. 

General Cleaning Procedure 
1. Allow the instrument to cool. 

2. Moistened a lint free cloth with Bleach-Rite Spray, . 10% bleach, (prepared above) 

3. Wipe outer surfaces with the moistened lint free cloth. 

4. Record cleaning information of the iffnmipro-JO™ cleaning log. 

Heat Block and Well UNA Contaminated Cleaning Protocol 

1. Gently wipe heat block chamber with a dry foam swab. 

2. Gently wipe heat block chamber with a foam swab moistened with 10% bleach solution. 

3. Gently wipe heat block chamber with a dry foam swab. 

4. Gently wipe heat block chamber with a foam swab moistened with 70% Alcohol solution 

5. Gently wipe heat block chamber with a dry foam swab. 

Instrument Service and Repair 

� Should the site have any problems with the Ulumipro-IO™, please contact Meridian's 

Technical Support Department 800-343-3858 in the US. 

� If troubleshooting cannot fix the issue Technical Services will issue a Return Material 

Authorization number. 

� Instrument must be decontaminated prior to return. 

� Decontamination certificated located in the illumipro-IO™ manual must accompany the 

instrument being returned. 

Replacement instrument will be shipped within 24 hours. 
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4.1 illumigene™ - Running the assay 

Assay Preparation Steps 
1. Before beginning specimens preparation, turn instrument on by flipping the switch located on 

the back right of the instrument. 

2. Allow instrument to conic to correct temperature The main screen will show an asterisk * 

while warming. The display will change to underscore _ when ready. 

3. Upon intitial installation !!! will appear when the instruments gets to the correct temperature. 

This indicates the verification standards need run. See pag 7 for running verification 

standards. 

4. Ensure the Heat Block is turned on and allowed to reach 950C. 

5. Clean the Specimen Preparation area thoroughly with 10% Bleach solution, Bleach-rite, or 

equivalent. 

6. Wipe down with 70% alcohol to clean and remove bleach. 

Specimen Preparation 
1. Prior to handling specimens, remove one specimen brush and Sample Preparation Apparatus 

for each specimen to be tested 

""An extraction control needs to be run with each extraction batch (Use a known positive 

specimen or may be ordered from Meridian, item #500618) 

2. Label the Sample Preparation Apparatus with the patient Identification. 

3. Mix stool sample thoroughly. 

4. Collect mixed sample specimen using Sample Collection Brush 

a. Liquid Stool: Immerse Brush completely into specimen, 

b. Semi-solid Stool: Rotate Sample Collection Brush to lightly coat half the brush 

surface. 

5, Insert the brush in the Collection device and tighten. 

6, Vortex the specimen in the device for a minimum of 1 0 seconds, 

7, Repeat Steps 3-6 for all samples to be processed. 

Extraction 

1, Remove one Clear Capped Sample extraction tube for each specimen being tested. 

2, Label each extraction tube with the patient identification, 

3. Unscrew tip cap from the Sample Preparation Apparatus and the extraction tube. 

4. Squeeze five to ten drops of sample into a clean illumigene™ Sample Extraction Tube. 

5, Place all Extraction Tubes containing diluted specimens into dry-bath/heat block set at 950C, 

6, Incubate specimens in heat block for 10 4 /- 2 minutes. 

7. To keep the area Clean and to promote Good Molecular Practice: 

a. While specimens are in the heat block, put away raw stool specimens. 

b. Thoroughly clean the area with 10% Bleach solution. Bleach-rite, or equivalent, 

c. Wipe down with 70% alcohol to remove bleach. Change gloves 

*Use Caution as extraction tubes may be hot. 

8. After 10 minute incubation remove the tubes from the dry-bath/heat block and vortex for 

approximately 10 seconds. 
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External Controls 
1 External controls arc mn as extracted spedmens. 

2, Remove and Label one Red Capped Reaction BufFer Tube for the positive and one for the 

negative control. 

3. Using a precision pipette, transfer 50fiL of the positive control to the reaction buffer tube 

labeled positive control 

4, Using a new pipette tip, transfer SOjiL of the negative control to the reaction bulTer tube 

labeled negative control. 

5. Lxternal controls should be run per lot or shipment or in accordance with federal, state or 

local requirements 

Diluting Extracted Specimens 
1 Remove one Red Capped Reaction Buffer tube for each specimen being tested 

2, Label each Reaction Buffer tube with the patient identification. 

3. Transfer 50 uL ofeach extracted sample to an appropriately labeled illumigem™ Reaction 

Buffer tube (Red Cap) 

4 Vortex the Reaction Buffer "l ube containing extracted sample for approximately 10 seconds 

5. Repeat steps 3 and 4 for all the samples to be tested before proceeding. 

illumiqene™ - Running the assay 

Adding Specimens to Master Mix 

1, Remove one illumigene™ C. difficile Device per sample or control and place in an 

appropriate rack. 

2 Using an RNAse free aerosol barrier pipette tip, transfer 50 fiL from the Reaction Buffer tube 

containing extracted sample or control to the TEST chamber (White Bead). 

3. Using a new pipette tip, transfer 50 uL from the reaction buffer tube to the CONTROL 

chamber (Yellow Bead). 

4 Close and lock the illumigene™ device. UO NOT open once device is locked. 

5, Perform steps 2-3 for each specimen or control to be tested. 

6, Finger flick devices to mix, then tap on the bench top to remove bubbles. 

7, Visually inspect each device to ensure all air bubbles are removed. Take specimens to the 

illumipro-10™ for amplification and results interpretation 

illumipro-10™- empty well test 
1. To run specimens on the illumipro-10™, From Main Menu select Block A or Block B. 

2 Press Enter J 

3 From Select Assay Menu select assay number to be run. 

a. (#1 C. difficile) 

4, Press Down on lid to release the lock and lift lid. 

5. Remove any sample tubes left in instalment 

6 Press enter J 

7, Close lid. 

8. Empty Well Test Verification is performed 

'"Machine will click once complete 
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Amplification 

1 After successful empty well test, continue by pressing down on the lid to 

Release the lock 

2 Lift the lid. (User has two minutes to begin the run). 

3 Insert samples 

4 Close lid. 

5 Press RUN. 

6 The timer will begin counting down. 

Entering Specimen Identification 

1. After Pressing the RUN button to start an assay, "Edit Sample ID" will appear on the screen 

of the instrument. (ID can be entered immediately or any time before the run is complete) 

2. Select the well of the Specimen identification (ID) to be entered 

3. Enter sample ID by using keypad, barcode scanner, or keyboard. 

4. Press Enter. 

5. Repeat steps 2-4 for each specimen to be entered. 

Printing Results 

1. When the Assay is complete the illumipro-IO™ screen will display zeros across the screen. 

2. Press 1 and the results will then print if the printer is enabled. 

Results can also be viewed on the screen by well number Press the enter key to scroll down 

to see results in the last few wells. 
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